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Flemhger, 
Office of Sin Hang L~R, M.D. 

Mr. Sheldon T. Brad&w 
FDA Chief Counsel 

c/o Mr. Vincent de Jesus 
Food +n{ Drug Administration (I-ES-830) 
5 100 Paint Branch Parkway 
College Park, MD 20740-383s Via Fax 301436-2633 Total pages: 7 inclusive 

Re: Dockyt, No. ,2004QOO83: Daily, consumption 01’40 ounces of typical grem tea containing 
nat~l~~)-epiganac~tec~~~~a~~te .(EGCG) may reduce the risk of certain forms of cancer.. . . 

71O~g/ti 

Dear Mr. Brad&w: 

Since cancer is the No. 1 killer of Americans and there are no prescription drugs to prevent this dreadful 
disease(s), many healthcarc prcjviders and consumers have developed a strong interest in using green tea 
as a conventional food to redude cancer risk. However, the information available in the lay publications is 
highly- incomplete and often midcading. Tfierefore, the American public has been anticipating a decision 
of the FDA, specificaUy the June 17,2005 decision of its chief counsel, onmy application for a qualified 
health claim linking possibfc relationship between green tea consumption and the reduction of the risk of 
certain cancel. To show the l+el of this ,interesf in the pltblic sector, f am attaching a copy of GcogIe 
printout &kg .‘~$heldan~~I”B.~~haPP, tea” as the search keywords (Ref., 1) and a copy of the 
Maxworldnews Headline (Ref.‘2) far your perusal. 

In less than 24 hours from now, my office will be expecting numerous tehqhane caILs 5om healthcare 
providers and news media about the decision or indecision of the FDA on my green tea qualified health 
claim application. In order not to misquote tic position of the FDA and its Chief Counsel in case the FDA 
decides not to announce its final. decision tomorrow on this application, I hcroby request that the FDA 
post on its docket managementiwebsite under Docket No. 2004Q-0083 thr: following correspondence: 

FDA CFSAN fax &&e-o -sent by Vincent de Jesus to Sin Hang Lee, M.D. dated March 24,200s (Ref. 3) 
A fax letter from Sin Hang Leqto Sheldon T. Bradshaw, dated April 26,200s (Ref. 43 
An email lever from@n Bang Lee to Sheldon T.. Bradshaw, dated April 26,2005 (Ref.5) I‘ * _ ;i ‘,“ “’ 
Thank you for your attention. 

Attachments: Ref. l-5. 

cc. Senator Chris Dodd; Senator Joe Liebcrmaxx; Congresswoman Rosa L. DeLauro; Congrossman 
Christopher Sbys,,(Tom Mc&ake) ; Congresswoman Nancy L. Johnson; Congressman John 3, Larson; 
Congcssman Rob Simmons. 
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‘Web Results 1 - IO of about 4,780 for Shtbldon 1. &radshaw, &g- 10.22 seconds) 

Qr,. Lee’s TeaForHealth? Newq.-qi$ Events 
Fleminger submits qualified heafth claim to FDA regarding’green tea and _.. Mr. 
Sheldon T. Bradshaw, the FDA’s new chibf counsel, has announced a new .-, 
Inrwwteaforhealth.com/PFU042705.htm - 6k - C;&~ge@ - $&I,[&~ pqg,qs 

The letter from Principal Deputy Asslstant’Attorney Generat Sheldon “r. kadshaw of 
the Civil Rights Divlslon oft& US Department of J&ice, states: “it is .., 
ti~.azconservativb.~rg/State%20News0ki2OBriefs.htm - ‘J58k - C&@I~~. - Sj.milpr p-@g@$ 

&@shgw and VVdVh@nJ~~ti~h - mcel& books. ceramic bookg.s 
Bradshaw and Whelan - British, English, Staffordshire, Wedgwood, . . . Over 760 
beautiful color photographs display Shelle$ porcslain tea wares. . . . 
ceramicbooks,com/british,htm - 101k - Jun 14, 2005 - C&&@. - sIm[j@sp,gg,@ 

The Tintern Vtllaae Web Site 
(1) Chairman - Christine Bradshaw vofunteered to remain in the pust for a further 
. . . During tea and coffee Cathy Williams was giving advice to our members. . . . 
cNww.tintern.org,uWvpa2004.htm - 15k - Cached - Similar pages 

The Tintern Village Web Site 
Christine Bcadshaw mentioned the Gery varied programme arranged by Judy ._.. 
Also, donY forget that date of August 17th when all our members’ hard work will ,.* 
www.tintern.org,uWvpa2002.htm - 14k - $I&$@ - Slmtlar pages “,,..l___, .,, -,.- ” ..,. 

White’s, 4 857 Dire@xy of Derb_yshire - pages 964-980 . __...” ,..._.--- -a. . ” ._.. 3. . . . .*. .* I _ ..,. I.I. I_ . 
1,3,4, Sheldon T. & Son,. 105 Trafkigar st2,3 Slack, Selsrs, 81 Co., 41. 
Townhead sl . . . Bradshaw W. 92 Broomhall St. Bmdshaw W. 32 St Thomas st . . . 
\~ww.n.f.wilson.btinternet.co.uW964-980.hti - 505k I Cached - $i#+pa,ges .I” . * I., ., ,.,. 

IPD~ Page 2 Page 3 Page 4 
File Format: PDF/Adobe Acrobat - View GHTML -.-.-*_-.--a,-. 
school, at city buildings and stores -‘but don’t let paper recycling end there; 
. . . (northbound East Stockton and westbdund Sheldon) 8530 am - 3:30 pm “_. 
www elkgrovecity.o@community/ city-n&~letter/O3-2005.pdf - Similar pages 

Accelerated Reader Test List Retort Test Book Reading Point Number .+. 
q.9 and Blonde Dyan Sheldon 5.1 6.0 2645EjEN The Tangle Box Terry &o&s 6.9 . . . 
Johnson: The Flag-Eurni 3. Anthony Miller 9.0 4.0 11541 EN Thames Doesn’t . . . 
~ww.perrytonisd.com/phslARList/t.txt - 18k - C$$$I-j@ - Sirrjirar ,p,ag$$s 

directed by James Sheldon director of photography Milton R. Krasner guest stars 
.a* written by Booker T. Bradshaw 8 Richalid Danus ,., 
rmw.geocities.com/TelevisionCityf Stage/295O/~~~/Myste~Movie-McMjllanA~dWif~.htm - +Sk - CaGhed - Slrn&r pages 

&wen Family &stems The&@“. familv -heqiina meditations 
If you’re a fan af John Bradshaw, you’ve been exposed to Family Systems Theory, 
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CONTACT US 

~AXwire@ STA7fQN AREA OTHER SERVICES 

YOU REPORT, WE DELIVER. 

Monday, Ap,r4,2005 

GREEN TEA MAY ACTUALLY BE HARMFUL TO YOUR HEALTH. 
The FDA is Currently Consfderfng Whether To Adopt National Cancer Institutes 
Standards For Groan Tea That Is Consumed For Health kwfits, 

Tea on your grocery sheives may, not have near the same benefits as tea used for 
testing in the laboratory. Citing sttildies, cancer pat@iogist, Dr. Sin Hang Lee says 
without standards that are similar’to tho+g.+ for. t@a used in the taboratory, consumers 
may not get the health ben&it. Worse, they may c&wme large enough amounts of 
other substances lfke fluoride, lead, or pestid2dq r&idue to be harmful. Pilekagr; 
includes interview with Dr. Lee arki a lesson on the best way to brew gfe@? tea to get 
maximum he&h benefits. 

I Back 

http:/~www.maxworldnews.comlpr/prl41 .hkm 4/4/2005 
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DATE: 

TBL. MiMOBER (OfBce): 3011436-2373 
TEL;. IYTJM3ER (JXvis&m): 301/ 436-1450 

FAX IWMBlBk 301~43GS?Y 

..I’ 



Dats: March 24,2005 
From: 

Subject: 

FDAKFSAN, Office o~Nutitioti Emducts, Labeling and Diaary Supplements 
Division of Nutrition Pr;ograms and Labeling 

hualified He& Claim ,Petition 
:, ,::- 

This communication is to inform youihat tie decision an your petition fox a quali6ed health 
claim rega&@ g&k tda a.nd reduced risk bi’ cancer (Docks rj& ~O&$~&~m) will nut be 
announced tomorrow Mgch 25,2005. Notification oft&e zrge:ncy’s det&nati& will inatead 
be issued on April 29,2005. 
any questions. 

As alway& you may contact: the division or rlhrv office if you have - 

. 



JiJN-16-2005 10: 32 

Office of Sin Hang Ler, M.D. 

Mr. Sheldon T. Bradshaw 
’ FDAChiefCounsel L 

c/o Mr. Vincent de Jesus 
. Food0 and Drug Administrarion (HE%830) 

5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

April 26,2&X 

Via Fax 301 436-2639 

Re: Docket NO. 20044-0083: Daily consumption of 40 ounces of typical green tea, containiag 
7 1 @@nL. natural (-)-epigahocate&.in galI$e (ECrCG) may reduce the risk of tier&in forms of 
cancer.. . . 

Dearh4r. Bradshaw: 

This letter summaries our telephone cunversatian this morning in which the FDA requested my, 
agreement to further extend&e review period on the above referenced qualified he&h citin 
apphcation for your office to complete its scientific review. You recognized that this is the 4' 
FDA postponement of its committed deadlines for its decision an this -application in six months 
although it is the fust request after you took office as the Chief Counsel at the Agency, Since my 
disagreement to agreewill lead to a~toma~c,:rr?jectirby the FDA of the application, I have 
reluctanrly agreed to your request far this deadline extension. As a health careprofessional I 
specializing in cancer pathology, it is to my interest to see that the’ FDA aWw.tis science-based 
green tea health claim ‘as part of its public. educational programs to impl~mtint the DSHEA 
(1994) passed by the U. S. Congress. If you; ineed any additional data to complete your scientific 
review process, please contact me as soonas possible. 

You indicated that you would make your decision on this application by June I’?, 2005. 
However, 1 respectfully reqU:est that you or your office publish in the FDA docket a firmly set 
deadline date that the FDA c+n genuinely lzopor to restore the credibility of the Agency. 

Sincerely, 

Sin Hang Lee, M.D. _ 

cc. Dr. Lester Crawford, Acting Commissiosler of the FDA 
U.S. Senaror,Chris Dodd, Member ofthe,Senste HELP Committee (DC and CT offices) 
U.S. Senator Mike Enzi, Chairman of the Senate HELP Corn&tee @C of5ce) 
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From: Lee Sin Hang 
Sent: 
Tt$: 

Tuesday, April 26+ 2005 799 PM 
‘sheldon.bradshaw@fda.hhs.gav’ 

CC: Lee Sin Hang 
Subject: Decis ion on 20044-0083 

FDA Chief Court& 
Shekfon Brad... 

. < 

..,,i I I ,, )__.. 

Dear Mr. Bradshaw: 

Since I could not find your fax number; I have faxed a copy of the let&r attached herewith to you c/o Mr. Vincent de Jesus 
at the Food Labeling Div is ion. Hopefully, orte of ih&se two vers ions wiff reach your attention. 

I am a hospital-based patholognt. My j,ob is  to niake m~cer diagnoses, advis ing the surgaons when to cut, when not to cut 
and how much to cut. Then I would help diagnose the recurrent canoers when treatment fails. F inatly, I would analyse the 
cause of death. In other words, I am practic ing hard&once laboratory medlc in&. W hether-the public knows it or not, an 
enlightened dedicated pathologist is  the must knowiedgeable medical specialist about the biology of cancer. There is  no 
secret that cancer patients are disappdinted with the current chemo treatments, I know why more than 70% of the cancer 
patients are looking for alternative methods, some downright harmful, to controt cans&s. The key to suooess isPrevention 
of occurrence and recurrenoe of cancer, using the lea$Uo&, or non-toxic  but sc ientiicallyproven effective substances, 
namely  food or nutrituion if possible as the first-line medic ine to fight cancer. Green tea is  S-uch a conventional food, and its  
effects are only recognized by the soientiic  oommunity  in the past i0 years.- It is  theleast expensive, and doing no harm. 
The trend to use green tea to combat c$ncer. correct ly  or incorrectly, ia set, with or without the leadership of the FDA. 
However, it would be more eJffecfive with a proact&+ r&e played by the FDB because much half-truth is  being c irculated 
among the confused consumers, intentionally or unintentionally by var ious people,-including some in the healthtsare 
business. 

I am an individual c itizen and do not haye corpora&sponsors. I do not have tabby&s catling the FDA, I do not control the 
green tea distribution in the country, nor own tea piant&ions. 1 only want to ,bring to the attention of the FDA that there is  a 
specification of “typical” green tea which the N,atlonai Cancer institute already accepted for cancer research for animal 
experiments and for phase I olinical Vi&s, based on thr&adition of tea drinking habits in the O r ient. It has been shown to 
be effective. I think the consumers should know about it throu.gh’ tee FDA because !he NCXspedfication of typical green 
tea was published in an obscure sc ientific  journal in 1996. I want to set an example to sho\N to the tea industry that it is  
possible for’the big tea companies to offer the NCI-defined and FDA-endorsed typloai green tea to the American 
consumers who may want to use green, tea, not only as an occasional beverage, but also‘for health benefits. I just don’t 
know why the FDA has postponed the decis ion foui tlm& without rais ing any s&entifio questions for discussion. 

“In s c ience, you don’t have to be polite, <you only have to be r ighr-W inston Churchill, 1 s ince&y Invite the FDA sc ientists to 
post their objections to or concerns a-b&t the the conW % s  or c laim in my appiication~ in thelFl3A docket. The reviewing of 
the qualified health c laim petitions is  designed to be transparent’and responsive. If I am incorrect in my application, i would 
like to know it and learn from the FDA reviewers. I am only a medical sc ientist. ,) I _).“ 
Thank you for your telephone call. you are the first person to let me know where.my application got stuck. 

Sincerely, 

Sin Hang Lee, MD 

TOTF lL P. 07 


